In this issue we launch a debate on the functioning of ethical committees (see Discussion Forum, this issue, following Baron's 2015 target article). We need ethics, we value ethical principles as expressed by the 1948 Universal Declaration of Human Rights; hence, we support ethical committees (ECs). Yet, more often than desirable, we consider the requests by our local ethical committee as an extra hurdle to go through to carry out our research. This is dangerous, as the discernment on ethical principles that we accomplished in the last 50 years could be hampered. This sentiment is unfortunately reinforced by the awkward procedures enacted by some ECs. We have once been refused permission to carry out a study as we compiled our request on a pink rather than yellow printed form. A colleague was summoned to explain why they used Times New Roman font for their information sheet rather than the apparently much clearer Helvetica. Capricious and groundless requests such as these mar the dependable cooperation between researchers and members of ECs. However, they are no reason to dismiss the principles underlining the role of such committees.
Bewildering requests by EC should not become the pretext to overlook established ethical principles, or for pardoning researchers' ignorance of such principles.
The updated version of the Declaration of Helsinki (Fortaleza, Brazil, 2013) states:
"The research protocol must be submitted for consideration, comment, guidance and approval to the concerned research ethics committee before the study begins. This committee must be transparent in its functioning, must be independent of the researcher, the sponsor and any other undue influence and must be duly qualified. It must take into consideration the laws and regulations of the country or countries in which the research is to be performed as well as applicable international norms and standards but these must not be allowed to reduce or eliminate any of the protections for research subjects set forth in this Declaration. The committee must have the right to monitor ongoing studies. The researcher must provide monitoring information to the committee, especially information about any serious adverse events. No amendment to the protocol may be made without consideration and approval by the committee. After the end of the study, the researchers must submit a final report to the committee containing a summary of the study's findings and conclusions." (Article 23, our underlining).
The Oviedo Convention on Human Rights and Biomedicine (1997) advises that a study on humans could be undertaken only after several conditions are met, among which the following criterion:
The research project has been approved by the competent body after independent examination of its scientific merit, including assessment of the importance of the aim of the research, and multidisciplinary review of its ethical acceptability (Article 16).
The UK research funding council ESRC states that "Research ethics are about incorporating ethical principles into research. They may involve a balance between and within principles and practices and at all stages, includes all those involved from inception of research through to completion and publications of research and beyond."
The task of ECs is to make sure that these principles are implemented. They should ensure on one hand the accretion of scientific knowledge via new empirical evidence, on the other the safeguard of psycho-physical wellbeing of the participating individuals.
